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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on October 
7 2008 has been entered. 

Eiection/Restrictions 

2. Amended claim 50 is directed to an invention that is independent or distinct from 
the invention originally claimed for the following reasons: Claim 50 is drawn to an 
apparatus having extensions which do not provide a channel of fluid communication 
through which a fluid sample can be conducted to outside of the body channel. Claim 
50 is therefore drawn to a nonelected species as the elected species (shown in Figures 
2A, 2B, 2C, and 2D) has extensions which do provide a channel of fluid communication 
through which a fluid sample can be conducted to outside of the body channel (line 28 
of page 1 1 to line 20 of page 1 2). Applicant's arguments in lines 1 1 -29 of page 1 0 have 
been considered but are not persuasive. The extensions (122) in Figures 2A, 2B, 2C, 
and 2D do provide a channel of fluid communication through which a fluid sample can 
be conducted to outside of the body tissue. For example, the extensions (122) in Figure 
2B provide a channel between the extensions where the channel is seen at 276 and this 
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channel is capable of being a fluid communication channel through which a fluid sample 
can be conducted to outside of the body tissue. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claim 50 is withdrawn from consideration as 
being directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 821 .03. 

Drawings 

3. The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the hollow tube being 
comprised of a thicker section outside of the body than inside of the body must be 
shown or the feature(s) canceled from the claim(s). Also, the hollow tube being winged 
must be shown or the feature(s) canceled from the claim(s). No new matter should be 
entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
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consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 



Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claim 51 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. In claim 51 , it is unclear whether the recitation of the body in 
line 2 refers to the patient's body or a body of the apparatus. 



Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 1-15, 19-24, 26-30, 32-35 39, 44-47, and 53 are rejected under 35 U.S.C. 



103(a) as being unpatentable over Barry (U.S. Patent No. 5,857,998). 
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Barry discloses an apparatus having a hollow tube (30) defining at least one 
aperture (40, 42, 47, 52 - lines 59-66 of column 7, 233 - lines 45-55 of column 10) 
configured for the intake of fluid and located on the hollow tube and at least one 
extension (35, 36) operative to be at at least two positions with respect to the at least 
one aperture. In the first position, the extension is near at least one aperture. In the 
second position, at least part of the extension extends away from at least one aperture. 
If the at least one aperture is blocked by an impediment, the relative movement of the at 
least one extension with respect to the at least one aperture is considered to be capable 
of dislodging the impediment from the at least one aperture. Barry discloses the 
apparatus substantially as claimed. Even though Barry disclose the apparatus may be 
used in any of the diverse passageways in a patient's body (lines 34-44 of column 6) 
and, thus, the dimensions (such as length and diameter) of the hollow tube will be 
selected according to the intended use of the apparatus, Barry is silent on the specifics 
of the hollow tube having a length of not more than 10 cm. The instant disclosure 
describes the parameter of length as being merely preferable, and does not describe it 
contributing any unexpected results to the tube. As such, the parameter of length is 
deemed a matter of design choice (lacking in any criticality), well within the skill of the 
ordinary artisan, obtained through routine experimentation in determining optimum 
results. Applicant should note that in line 28 of page 13 to line 2 of page 14 of 
Applicant's specification, the length of the hollow tube is disclosed as being less than 10 
cm or as being greater than 10 cm (i.e., as calculated when the length of the portion of 
the hollow tube within the body is added to the length of the portion of the hollow tube 
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that is outside of the body). This disclosure of the length of the hollow tube as being 
less than or greater than 10 cm is seen as being merely preferable and, therefore, there 
is a lack in criticality for the parameter of length of the hollow tube. 

As to claim 2, the at least one aperture comprises a front inlet at a front end of 
the hollow tube. As to claim 3, the at least one aperture comprises one or more side 
openings in a side of the hollow tube. As to claim 4, the at least one aperture comprises 
at least one front opening at a front end of the hollow tube and at least one side opening 
in a side of the hollow tube. As to claims 5-10, in the Figures, Barry shows an 
impediment in the form of an aggregate of solid material, a venous valve, or an inflamed 
body tissue and which is located down flow from the hollow tube or at least partly within 
the hollow tube. The apparatus is structured such that moving the at least one 
extension from the first position to the second position would allow for the displacement 
of an impediment which is located down flow from the hollow tube or at least partly 
within the hollow tube. As to claims 1 1 and 12, Barry teaches that the apparatus may 
be left in a the patient's body between treatments (lines 21-26, column 9) and disclose 
the claimed structural elements of the device, thus, the device of Barry is capable of 
being implanted in a patient's vein for a period of one or more weeks and/or months. As 
to claims 13-15, 19, and 20, the apparatus includes an activating mechanism which 
causes the at least one extension to extend from the first position to the second position 
or to un-extend from the second position to the first position where the activating 
mechanism is configured for manual activation due to the manual operation of the 
apparatus and for automatic activation as a result of the delivery of inflation fluid. As to 
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claims 21-24, Barry discloses the claimed structural elements of the apparatus, thus, 
the apparatus of Barry is capable of being adapted such that delivery of the fluid may be 
performed before, after, or during the movement of the at least one extension or such 
that at least some of the movement of the at least one extension takes place 
irrespective of the delivery of the fluid through the at least one aperture. As to claims 26 
and 27, the at least one aperture (40) is covered or arranged to be covered by the at 
least one extension in the first position. As to claims 28-30, the apparatus comprises a 
material that is capable of preventing or retarding aggregation of solid from a bodily fluid 
or clot formation or body tissue inflammatory response (lines 10-28 of column 8). As to 
claims 32-35, the at least one extension (35, 36) comprises at least one expandable 
element which expands when filled with expansion fluid, the apparatus includes an 
activating mechanism with a reservoir containing expansion fluid which is used to 
expand the extension, and the expansion fluid comprises a material that affects the 
formation of impediments and the at least one expandable element is at least partly 
impermeable to the material (lines 29-50 of column 8 and lines 9-30 of column 9). As to 
claim 39, the at least one extension comprises resilient extensions. As to claims 44 and 
45, Barry teaches that the apparatus may be adapted for veins, arteries, and other 
locations in a patient's body and discloses the claimed structural elements of the device, 
thus, the apparatus of Barry is capable of being adapted for an arm vein and for an non- 
vein vessel (lines 34-44 of column 6). As to claims 46 and 47, the at least two positions 
are axially displaced and radially displaced. As to claim 53, the hollow tube is a port. 
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8. Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Barry in 
view of Zadno-Azizi (U.S. Patent No. 6,958,059). Barry discloses the apparatus 
substantially as claimed. However, Barry is silent on the specifics of the apparatus 
comprising a material that prevents or retards bacteria colonization. Zadno-Azizi 
discloses an apparatus for treating an impediment which comprises a material which is 
capable of preventing or retarding bacteria colonization (see line 44 of column 13 to line 
6 of column 14). It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to provide the apparatus of Barry with a material to prevent 
or retard bacteria colonization as both Barry and Zadno-Azizi disclose apparatus for 
treating impediments and Zadno-Azizi teaches that it is well known to provide the 
apparatus with a material such as an antibiotic to prevent or retard bacteria colonization 
as bacteria colonization can lead to complications for the patient undergoing the 
medical procedure. 

9. Claims 51 and 52 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Barry in view of Miller et al (U.S. Patent No. 5,683,640). Barry discloses the 
apparatus substantially as claimed. However, Barry is silent on the specifics of the 
hollow tube comprising a thicker section outside of the body than inside of the body and 
the hollow tube being winged. Miller et al disclose a hollow tube (10) defining at least 
one aperture (13) configured for the intake of fluid and located on the hollow tube where 
the hollow tube has a thicker section (19) on the proximal part of the hollow tube that 
would be located outside of a patient's body and where the hollow tube is winged (31 ). 

It would have been obvious to one having ordinary skill in the art at the time the 
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invention was made to provide the liollow tube of Barry with a thicl^er section on the 
proximal part of the hollow tube as taught by Miller et al as Miller et al teach that it is 
well known to provide a thicker section (19) on the proximal part of the hollow tube to 
allow for support for the hollow tube, to provide strain relief, and to prevent bending of 
the proximal part of the hollow tube while it is being used (lines 46-52 of column 3). 
Also, it would have been obvious to one having ordinary skill in the art at the time the 
invention was made to provide the hollow tube of Barry with a winged section on the 
proximal part of the hollow tube as taught by Miller et al as Miller et al teach that it is 
well known to provide a winged section (31) on the proximal part of the hollow tube to 
allow the hollow tube to be secured to the patient. 



Response to Arguments 

1 0. Applicant's arguments with respect to claims 1 -1 5, 1 9-24, 26-30, 32-35, 39, and 
44-47 have been considered but are moot in view of the new ground(s) of rejection. As 
to Applicant's arguments in lines 16-23 of page 11, even though Barry teaches 
positioning a stent in a patient's vessel, there is no teaching in Barry that the stent 
would have to be positioned in a vessel which is located more than 10 cm from the 
catheter's point of entry in a vein or that the delivery of the therapeutic agents to the 
stent would require a hollow tube that is more than 10 cm long. As to Applicant's 
arguments in line 24 of page 1 1 to line 25 of page 12, even though Barry teaches a 
catheter for treating cardiovascular diseases, Barry also discloses the use of the 
apparatus for treatment to other parts of the body (lines 1 0-28 of column 8) and further 
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discloses tliat tlie apparatus may be used in any of tine diverse passageways in the 
patient's body sucli as body canals, blood vessels, ducts, etc. (lines 23-26 of column 3, 
lines 34-44 of column 6, and lines 66 of column 8 to line 31 of column 9). Therefore, the 
length of the hollow tube would be chosen based on the specific application of the 
claimed apparatus. As to the arguments that Barry explicitly describes a catheter to be 
used as a common angioplastic catheter, in lines 20-23 of column 10 of Barry, it is 
disclosed that the embodiment can also be used as a common angioplastic catheter 
and, therefore, the apparatus of Barry is described as being capable of being used for 
angioplasty as well as for other treatments in any of the diverse passageways as 
indicated above. It should be noted that the chosen length of the hollow tube would 
also be dependent on other factors such as the size of the patient and/or the size and 
location of the treatment site. Furthermore, the length of the hollow tube being no more 
than 10 cm lacks criticality as indicated above. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BHISMA MEHTA whose telephone number is (571)272- 
3383. The examiner can normally be reached on Monday through Friday, 7:30 am to 
3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on 571-272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Bhisma Mehta/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



